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REMARKS 

I. Status of the Claims 

Claims 1-5, 7-8, 10-21, and 23-24 are pending in this application. Claims 

I. 17, 20, 23, and 24 are in independent form. Claim 23 has been amended to address a 
minor informality. 

II. Rejections Under 35 U.S.C. § 103 

All of the claims have been rejected under 35 U.S.C. § 103(a) as allegedly 
being obvious over U.S. 6,231,900 Bl (hereinafter "Hanke"), except for claim 19, which 
is rejected over Hanke in view of U.S. Patent No. 6,099,880 (hereinafter "Klacik"). 
Claims 1-5, 7-8, 10-14, 17, 20 and 23-24 have been rejected as allegedly being obvious 
over U.S. 5,284,659 (hereinafter "Cherukuri'') in view of WO 99/59427 (hereinafter 
"Le"). 

III. Argument 

The present invention is directed to a novel confectionery product used to 
promote salivation. As set forth in the pending claims, the product has two discrete 
regions on the surface of the product: a salivation region containing an acidulent, and an 
oral comfort region containing a lipid, surfactant, or mixture thereof. The relationship of 
the elements to the purpose of treating dry mouth (xerostomia) has been demonstrated 
repeatedly over the course of an extended prosecution history. 

Before turning to the details of the Office Action, applicants wish to 
emphasize that the products described in the references do not bear any resemblance to 
the product described in the claims. On one hand, Hanke teaches a throat lozenge for 
treating sore throat caused by cough and cold. Cherukuri teaches a breath freshening 
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product, with ingredients that cannot even be correlated to the product described in the 
claims, and Le is primarily directed to a method for co-processing acid and acid sensitive 
ingredients to prevent the deterioration in the latter, primarily in a chewing gum. The 
argument that the present claims are "obvious" in view of these references is clearly not 
supported. 

A. None of the Claims Are Obvious In View of Hanke 

Hanke teaches a confectionery product for soothing sore throat and relief 
of symptoms associated with cough and cold (see Office Action page 3; Hanke, col. 2, 
lines 26-27). Hanke teaches that cooling compounds had been found to have a negative 
impact on flavors (Hanke, col. 1, lines 38-45), and to address the problem, the product 
disclosed in Hanke provides a flavor region and a cooling region which are discrete from 
each other and adapted to provide a different release profile for the flavor and cooling 
compounds, respectively (Hanke, col. 2, lines 29-31). 

The Examiner alleges that the cooling region (Composition B) in Hanke 
reads on the claimed salivation region because it contains an acidulent. The Examiner 
alleges that the flavor region (Composition A) in Hanke reads on the presently claimed 
oral comfort region, arguing that "orange flavor" reads on the claimed oral comfort 
ingredient selected from the group consisting of lipids, surfactants and mixtures thereof 
in an amount effective to lubricate, coat or moisten the oral cavity (Office Action, page 
5). This is based on the incorrect understanding of the composition and functionality of 
orange flavor oil mentioned in Hanke as an example of orange flavor. 

As evidenced in the Declaration of Kevin Stanton submitted herewith, 
orange flavor oil and essential oils in general are not "lipids" as used in the present claims 
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and as that term would be understood by one of ordinary skill in the art. Lipids, as that 
term would be understood by one of ordinary skill in the art, generally refers to glycerol 
esters of fatty acids, which account for ninety-nine percent of lipids of plant and animal 
origin. See Owen R. Fennema, Ed., Food Chemistry, Marcel Dekker, Inc. (New York) 
(1985), p. 140. Orange flavor oil on the other hand is a so-called "essential oil" which, 
contains terpenes, alcohols, aldehydes, ketones and esters. Therefore the Examiner is 
incorrect that orange flavor oil is a lipid, as described in the present application. 

Orange flavor oil does not lubricate, coat or moisten the oral cavity to 
provide oral comfort as presently claimed. To the contrary, as shown in the attached 
Materials and Safety Data Sheet (MSDS) for orange flavor oil, and as attested to in the 
attached Declaration of Kevin Stanton, orange flavor oil is an irritant, and would not be 
used as an oral comfort ingredient, as this is not an inherent property of orange oil, as is 
incorrectly asserted by the Examiner. This understanding by one of ordinary skill in the 
art is clear and unequivocal based on the completely different chemical composition of 
essential oil versus lipids. Thus, Hanke does not disclose an oral comfort ingredient 
selected from the group consisting of lipids, surfactants and mixtures thereof. 

Turning to claim 20, directed to a method for treating xerostomia, or dry 
mouth, Hanke does not disclose such a method, inherently or otherwise. Hanke discloses 
a confectionery product "suitable for the relief of cough and cold like symptoms" (col. 2, 
lines 27-29), which are not the same as drymouth symptoms. Hanke makes references to 
"sore throats and the relief of other symptoms of coughs and colds" (col. 1, lines 11-12). 
A sore throat due to cold is not "a symptom of dry mouth." In fact, the Office Action 
refers to "throat irritation," which phrase does not appear in Hanke; the reference uses the 
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phrase "sore throat". In summary, the Office Action is incorrect as a factual matter 
where it states at page 7 that the confectionery according to Hanke is administered to "the 
same population (those with throat irritation, which is a symptom of xerostomia)." 

To further illustrate that a method of treating cough and cold is distinct 
from a method of treating dry mouth, attached is a brochure from the National Institutes 
of Health, entitled "Dry Mouth" (Tab A). This document shows that xerostomia is its 
own recognized indication, distinct from cough and cold. As noted in the Declaration of 
Kevin Stanton submitted herewith, the product according to the present claims was 
developed to address dry mouth, which is clearly distinguishable from a treatment for 
cough or cold. Insofar as the rejection relies on a parallel between a treatment of cough 
and cold symptoms and treatment of dry mouth, it is respectfully requested that the 
rejection be reconsidered and withdrawn. 

B. Klacik Does Not Overcome the Deficiencies of Hanke 

Klacik is applied in combination with Hanke against Claim 19. Whatever 
the merits of Klacik with respect to the mold limitation, the secondary reference does not 
disclose the elements of independent Claim 17, discussed above. Specifically, Klacik 
does not teach an acidulent concentrated in a salivation region discrete from an oral 
comfort region containing a lipid, surfactant or mixture thereof. 

C. The Claims Are Not Obvious in View of Cherukuri and Le 
Cherukuri is directed to a breath freshening product which uses a salt as a 

breath deodorizer. Le, on the other hand, is directed to a method for modulating the 
acidity of a product by coprocessing acid and acid sensitive ingredients. The Cherukuri 
and Le references clearly do not teach the elements as alleged in the Office Action, and 
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clearly there is no motivation to combine them in the manner proposed by the Examiner. 
In particular there is no hint in either reference to form a salivation-enhancing product 
with separate regions on the surface of the product containing an acidulent and a lipid 
and/or surfactant, respectively. Moreover, there is no hint of the benefits achieved 
through a product having the composition and structure of the present invention. 

With respect to Cherukuri, the absence of a salivation agent in that 
reference was argued in an interview conducted on February 17, 2005, and it was agreed 
that limiting the salivation ingredient to an acidulent (as has been done in all the claims) 
overcame Cherukuri as a reference. However, rather than reducing the number of issues 
for consideration, the Examiner now alleges that even with this element (the acidulent) 
entirely absent from the primary reference, it would have been obvious to substitute an 
acidulent from another reference, Le, for "reasons" that bear no relation to the subject 
invention or to the teaching of either references. This is improper, Cherukuri does not 
disclose an acidulent concentrated in a discrete region, and there is no valid motivation to 
import the ingredient from Le. 

According to the Office Action, page 10, Cherukuri Table II, Example III, 
describes a possible composition for the "shell" component. The "shell" component, is 
said to "read on" the salivation region, once the "bio effecting agent" disclosed in 
Cherukuri is replaced with an acidulent, according to a motivation purportedly found in 
the secondary reference, Le (Office Action pages 11-12). Likewise, the core component 
is alleged to "read on" the claimed oral comfort region, apparently because the fat 
encapsulation in the "core" region, as taught in Table I (col. 12), contains one or more 
lipids or surfactants. 
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Cherukuri does not teach that the fat encapsulation is present in an amount 
effective to coat or moisten the oral cavity. Likewise, Cherukuri does not teach the 
presence of an acidulent to enhance salivation. Neither reference teaches or suggests that 
breath deodorant, disclosed in the "shell" region of Cherukuri is a bio effecting agent 
which could be substituted with an acidulent. It is impossible to arrive at the claimed 
invention from this starting point. 

The essential teaching of Le is that acidulent is coprocessed with acid 
sensitive components according to a particular method and evenly distributed in the 
product, to prevent degradation of acid-sensitive components. This was pointed out after 
Le was first applied in a rejection in November, 2001, and it was pointed out how this 
was distinguished from the claimed concept of a confectionery product wherein the acid 
component is concentrated in a macroscopic region(s) of the product to promote 
salivation. The issue was acknowledged in an Examiner's Interview Summary dated 
December 16, 2002, and thereafter, when the application was refiled, the rejection over 
Le was dropped. Aside from being incorrect for the reasons set forth above, it is 
inappropriate in light of M.P.E.P. 707.07(g), to cite these references as support for an 
even more general proposition, as it amounts to piecemeal examination. 

Le does not teach or provide any suggestion to concentrate acidulent in 
one region of a product, or to combine a salivation region in a product configuration 
having a separate oral comfort region, for the purpose of promoting salivation (or for any 
other purpose). In fact, Le teaches away, in the sense that the co-processed composition 
is homogeneously distributed throughout the product to protect the acid sensitive 
components. The Examiner relies on Le as teaching the use of acidulent "for a variety of 
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reasons", including increasing saliva in the mouth (Office Action, page 11). From the 



Office Action, it is not clear which of these reasons would lead one of ordinary skill in 

the art to concentrate the acidulent in one region of the product in order to create a 

confectionery product that can be used to treat xerostomia, for example. The purported 

motivation to combine Le with Cherukuri is given in the Office Action as follows: 

a skilled artisan would have been motivated to utilize an 
acidulent in Cherukuri 's example as the bio-effecting agent 
in place of the breath freshener if one desired to treat 
xerostomia and dry mouth rather than halitosis. Secondly, 
one would have been motivated to utilize an acidulent in 
the shell portion since Cherukuri teaches the shell portion 
provides the release of the first flavor (the rapid release 
portion) and thus a skilled artisan would have been 
motivated to utilize an acidulent in the shell portion since 
Le teaches acidulents are conventionally utilized to 
improve and enhance the release of flavor. 

What this boils down to is that Le teaches that acidulents are known for a 
variety of purposes, and the Examiner considers it obvious to concentrate that ingredient 
in a particular portion of an unrelated confectionery product for any of those reasons. 
That does not meet the standard of obviousness enunciated by the Federal Circuit. 
Indeed, "if one desired to treat xerostomia and dry mouth rather than halitosis," as the 
Examiner suggests, one would not have started with the prior art relied upon by the 
Examiner to make the rejection. 

It should be noted further that Cherukuri discloses discrete regions on a 
surface of a product only as an alternative embodiment, and the compositions of the 
"shell" and "core" that the Examiner relies upon are directed to that embodiment. 
According to one embodiment of Cherukuri, the regions may each have a surface on the 
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exterior of the product, as shown in Fig. 6. However, the compositions that are taught in 
the specification are for a product in which one region is encapsulated in another. 

It is respectfully requested that the rejection be reconsidered, and in 
particular that the Examiner take a fresh look at whether there is in fact sufficient 
motivation in Le to concentrate an acidulent in a particular region of a product taught (but 
not exemplified) in a particular embodiment of Cherukuri, or whether that motivation 
relies on impermissible hindsight. Applicants submit that there is insufficient motivation 
to concentrate acidulent in a macroscopic portion of a product based on the teaching of 
Le. 

For the foregoing reasons, it is believed that the claims are allowable over 
the art of record. 



According to Cherukuri at col. 11, lines 29 to 43, and in the brief description of 
the drawings, there are two embodiments: one in which a shell substantially envelopes a 
core, as shown in Figs. 3 and 4, and another as shown in Figs. 5 and 6, where there is no 
"core". The reference to "Figs. 3-5" at col. 11, line 29 is an error, because Figs. 5 and 6 
are the same embodiment (Fig. 6 is the cross-sectional view of Fig. 5). Fig. 6 does not 
depict a shell and a core. The Examples are compositions used in the preferred "shell" 
and "core" embodiment, not the embodiment of Fig. 6. 
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Applicants' undersigned attorney may be reached in our New York office 
by telephone at (212) 218-2100. All correspondence should continue to be directed to 
our below listed address. 



Respectfully submitted, 



Raymond R. Mandra 
Attorney for Applicants 
Registration No. 34,382 



NY_Main 562816 J 



- 19- 



1 *3 . _2 



Oh w 

f * 
I* 

^ CM 

I O 

bO 
cd 



Oh " 

fa ^ 

o o 

-M r 1 ^ 

.52 co 

* c 

fl 



^h 

^ p 1 M 

§ -S « 

P O WD 



r- 
X 
H 

o 

> 

a 

< 
X 



o J? 
P a> 

cm ^ 
<=> O 

O +S 



•a 

o 
o 

43 

1/5 



C/9 



cd 

> 



i 



bp £ 

w 2 

W bO g 

cd O 



Ui 

D 
D 
J 

0 

z 
o 

H 
0. 

>- 
(0 



p 

o 



Cm 

I" 



b0 

a 

'I 
o 



bD 

.a 



bo 



bo^ 



p* 
o 

a 



fcJO 



43 

o 



o 

^— ► 

cd 



o 



cd 

1 

<D 
43 



09 



bo 

P 



a a 



a* 



Jd S cd * 



o 



2 O 



O 

cd 



cd 



ss 
o 

s 

43 



P 
O 

Cm 



P 

cd 



O 
H 

Q 

Ui 
Ui 

z 



>- 
a 

D 



D 
O 

0 CD 



Q 

H 
< 
X 



X 

H 

D 

O 
2 



O 

p 
o 

o 

s 

cd 

cd 43 

43 £ 

Cm 

o 



§; 

P 
o 

P 



09 



cd 3 
• £ o 



5 e 

cd O 
cd .ti 



W9 

.2 

09 



43 



oo 



0) 



8 •» 

^ O^ _ 

■111 

* o 2 



X 
H 
D 
0 

a: 
□ 



bo ^ 

■_r< Ph 

to 1/3 

W3 bO 

S3 ^ 

O O .53 



cm 
O 

a> 
o 

43 
o 



2 ^ 
S ^ 

cd o 

b a 



O (3 



bp o 
• ^h Cm 

Ph a 

O 

>l 

O 



cn 
<U 
cn 
cd 
(D 
oo 

o 



O ^ 
HM CUD .2 



<u o 

§*§ 

o cd 



cd 
o 

a a 

M P 

•3 s 

«l 

^ Id 

ll 

(L> O 

^> 05 

P « 

O *X3 



> 
a: 
Q 

0) 

ui 

< 
O 

< 
X 



X 
H 
D 
O 

s 



<d 
c 

O 

S 



0 £5 

cd £f 
PQ o 

J-H CD 

CD X) 

1 s 



5P5 
o 



CD 

<u Ch 

X bo 

. co 

CO 



o 



o 
JS 



-8 

> 



55 > . 



<n Cd 
O <L> 

00 



co *bb 
cd o 



u 

a 

o 
o 



CO 
CD 



CD 

S 
o 
o 

S3 
cd 

•s 

o 



« 8 



CO ^ 

^ co 

is .S 

"So o 

CO > 

o 

fl> co 

S <D 



CO 

CD 

1-1 

ex . 

CD 

T3 O 



It 
2 1 



CO 



H 
Z 
< 



u> a: 
o 



(0 

>- 

X 



s 

o 



cd 
+^ 

CD 
CD 



o 
S 

CO 

CD 
O 

_ -4-» 

cd <d 
o 



O 

CO 

•'-I CO 



o 



to 



O 

is 0) 

° .9 

X> WD 

cs S 

o <S 

.S 2 

CO 'C 



« « « a ^ a 



o 

1-1 

«s 

CD 

3 | 



o 5 

+j CO 



■a 



9 



3 



S3 



cd 

CO 

X3 
O 

o 



r 3 S 
o 

C/5 



o 

cd 
o 

<u 

O 

o 

O 



> 



T3 

s 

o 



co bO 

o o 



cd 

t; 

CD 

o 
13 

CO 

s 

CD 

o 
4— • 

9 CO 

S ^ 
S o 

cd o 
o c+r; 




E 3 



-a 
o 



i 



o 



^ ^ 2 
fa bo > 

2 bO ;^ 



X 
H 
J 
< 

X 

X 
H 

m 
y 



S3 



s 

B 



eg wa 

o * 

Is 

o o 
>> 

£ (L) 

§^ 

B 2 



3 
o 




CO 
CO 

S3 

«3 



C/) o 




H 0) 



This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

BLACK BORDERS 

IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 
FADED TEXT OR DRAWING 
BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

□ LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 





